
Louisville Orthopaedic Clinic 
Ernest A. Eg ers M.D. 

Don& T. MC liii&*MD 
Notman V. Lewis, i4.6. ’ 
Richard A. Sweet, M.D. 

lMnas R. Ldmann, M.D. 
George E. Quin, Jr., M.D. 

Scott D. Kuiper, M.D. 
December 16, 1999 

4130 Dutchmans Lane 
Third Floor 
Louisville, Kentudcy 40207 
(502) 897-l 794 
(502) 897-0093 - FAX 

pii’, 
,‘,i i,,f %OTAL JOINT REPLACEMENT 

ARTHROSCOPY OF THE KNEE AND SHOULDER 
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RE: Docket No. 97N-484s 

To Whom It May Concern: 

I wish to express the following concerns. As a practicing spine surgeon for 
over twenty years, I am concerned about plans to change allograft materials 
so that they would be classified as medical devices. 
years we have all used allograft bone as substitutes. 

Over the last twenty 
In years past we had 

to fashion pieces of allograft bone to fit the purposes in which we needed 
them, such as anterior cervical or anterior lumbar fusions. Now, as a 
convenience to surgeons, the ‘bone providers often pre-cut the bones into 
shapes that are easier, therefore serving the patients and society by cutting 
down on time required in the operating room to shape a piece of bone. Often 
times we still need to reshape even some of the allografts that we receive at 
this time, but certainly it has been a great service to have pieces of allograft 

_ bone readily available for us to use in the oji;era%ng room. In as much as 
this has been a practice that has been going on even before the time I 
started my spine practice, it would seem impractical to add allograft bone 
pieces for use in the spine to the classification of medical devices. I would 
urge you to rridy this proposition. 
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